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Title  21 — Food  and  Drugs 

CHAPTER  I — FOOD  AND  DRUG  ADMINIS¬ 
TRATION,  DEPARTMENT  OF  HEALTH, 
EDUCATION,  AND  WELFARE 

PART  1— REGULATIONS  FOR  THE  EN¬ 
FORCEMENT  OF  THE  FEDERAL  FOOD, 
DRUG,  AND  COSMETIC  ACT  AND  THE 
FAIR  PACKAGING  AND  LABELING  ACT 

Cosmetic  Ingredient  Labeling 

In  the  Federal  Register  of  February  7, 
1973  (38  FR  3523),  the  Commissioner  of 
Food  and  Drugs  published  two  proposals 
concerning  the  labeling  of  cosmetic  in¬ 
gredients:  A  petition  from  Prof.  Joseph 
A.  Page,  Mr.  Anthony  L.  Young,  and  Uie 
Consumer  Federation  of  America  (the 
Page  proposal) ;  and  the  Commissioner’s 
separate  proposal.  Two  hundred  and 
ninety-one  comments  were  received  in 
response  to  the  prc^^osals,  including 
comments  from  consumers,  tiie  cosmetic 
industry,  government  ^encies,  trade  and 
professional  associations,  and  others. 
Two  hundred  and  seventy-three  com¬ 
ments  (including  one  consumer  comment 
bearing  38  signatures)  endorsed  cosmetic 
ingredient  labeling.  Of  these,  eight 
specifically  endorsed  the  Page  proposal, 
and  13  specifically  endorsed  the  Commis¬ 
sioner’s  proposal.  Ten  comments  were  in 
opposition  to  both  proposals.  Eight  com¬ 
ments  expressed  neither  endorsement 
nor  opposition,  but  requested  modifica¬ 
tion  or  clarification. 

'  The  Commissioner  has  evaluated  all 
the  comments.  The  issues  raised  and  the 
Commissioner’s  responses  are  as  follows: 
t  1.  Several  comments  questioned  the 
legal  basis  for  the  proposals,  contending 
that  the  Fair  Packaging  and  Labeling 
Act  grants  authority  to  establish  ingre¬ 
dient  labeling  only  on  a  commodlty-by- 
commodlty  basis,  and  only  as  necessary 
to  prevent  consumer  deception  or  to  fa¬ 
cilitate  value  comparisons, 
f  The  Commissioner  concludes  that  Sec¬ 
tion  5  of  the  Fair  Packaging  and  Label¬ 
ing  Act  contains  ample  authority  for  the 
promulgation  of  this  regulation.  For  the 
purposes  of  ingredient  labeling,  the  Com¬ 
missioner  concludes  that  all  cosmetics 
are  appropriately  considered  a  single 
“commodity”.  However,  even  if  the  term 
“cosmetic”  is  considered  to  encompass 
several  separable  cosmetic  “commodi¬ 
ties”,  nevertheless  the  Commissioner 
concludes  that  ingredient  labeling  is 
needed  for  all  such  commodities  and  that 
a  comprehensive  order  governing  all  such 
commodities  in  this  respect  is  most  ef¬ 
ficient.  As  the  United  States  Supreme 
Court  has  recently  observed  in  uphold¬ 
ing  other  regulations  of  the  Food  and 
Drug  Administration,  “Itlhe  comprehen¬ 
sive  rather  than  the  individual  treatment 
may  indeed  be  necessary  for  quick  effec¬ 
tive  relief.”  Weinberger  v.  Hynson,  West- 
cott  &  Dunning,  —  U.S.  — ,  93  S.  Ct.  2469, 
2481  (June  18, 1973). 

The  Commissioner  also  concludes  that 
cosmetic  ingredient  labeling  is  necessary 
to  prevent  the  deception  of  consumers 
and  to  facilitate  value  comparisons.  In¬ 
gredient  labeling  can  be  meaningful  in 
preventing  consxuner  deception  by  pre¬ 
cluding  product  claims  that  are  unrea- 
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sonable  in  relation  to  the  Ingredients 
present  and  by  providing  consumers  with 
additional  information  that  can  contrib¬ 
ute  to  a  knowledgeable  Judgment  re¬ 
garding  the  reasonableness  of  the  price 
of  the  product.  Furthermore,  while  in¬ 
gredient  identity  may  not  be  the  sole 
determinant  of  a  product’s  value  to  a 
consumer,  it  is  one  important  criterion 
of  a  product’s  value  in  comparison  with 
others.  The  presence  of  a  substance  to 
which  a  consumer  is  allergic  or  sensitive, 
for  example,  may  render  the  product 
worthless  to  that  consumer. 

2.  Eleven  comments  stated  that  the 
regulations  must  provide  for  protecting 
valid  trade  secrets.  Twenty-two  com¬ 
ments  opposed  Any  such  provisions. 
Those  favoring  the  protection  of  trade 
secrets  cited  the  provision  in  section  5 
(c)  (3)  of  the  Fair  Packaging  and  Label¬ 
ing  Act  that  authority  granted  to  prom¬ 
ulgate  Ingredient  labeling  regulations 
shall  not  be  deemed  to  require  that  any 
trade  secret  be  divulged.  Those  opposing 
any  provisions  protecting  trade  secrets 
expressed  the  view  that  such  provisions 
may  eliminate  from  disclosure  those  very 
ingredients  needed  to  prevent  deception 
and  to  facilitate  value  comparisons. 

The  Commissioner  recognizes  that  sec¬ 
tion  5(c)  (3)  of  the  act  does  not  grant 
authority  for  prmnulgating  Ingredient 
labeling  regulations  that  require  ttie  di- 
vulgence  of  trade  secrets.  However,  be¬ 
cause  quantitative  formulas  are  not  re¬ 
vealed,  he  docs  not  agree  that  the  mere 
listing  of  ingredients  in  descending  order 
of  their  predominance  is  tantamount  to 
the  divulgence  of  a  trade  secret.  Further¬ 
more,  the  final  regulation  does  not  re¬ 
quire  declaration  by  name  of  flavors  or 
fragrances,  the  two  types  of  cosmetic  in¬ 
gredients  which  would  be  the  most  likely 
of  any  to  create  trade  secret  Issues. 
Nevertheless,  In  consideration  of  the  pos¬ 
sibility  that  there  may  be  some  legiti¬ 
mate  trade  secret  Issues  regarding  the 
mere  identity  of  other  ingredients,  the 
final  regulation  provides  for  an  adminis¬ 
trative  review  of  any  such  claims  of  trade 
secret  status  and  for  exemption  from 
label  decl^p.tlon  by  name  for  any  legiti¬ 
mate  trade  secret  identity.  For  this  pur¬ 
pose  the  procedure  already  established  in 
Part  172  of  this  chapter  is  adopted  and 
incorporated  by  reference  into  the  pres¬ 
ent  regulation. 

3.  Several  comments  were  received 
regarding  the  placement  of  the  ingredl- 
»it  statement.  Most  objected  to  the 
placement  of  the  Ingredient  statement 
on  the  principal  display  panel.  These 
comments,  in  general,  stated  that  place¬ 
ment  on  the  principal  display  panel  was 
unnecessary,  or  that  the  size  of  most  cos¬ 
metic  containers  would  not  permit  a  con¬ 
spicuous  statement  of  ingredients  as  well 
as  conspicuous  statements  of  Identity 
and  net  quantity  of  CMitents. 

The  Commissioner  concludes  that  the 
Ingredient  statement  may  appear  on  any 
appropriate  information  panel,  but  does 
not  agree  with  those  suggestions  that  in¬ 
gredient  listing  be  allowed  to  appear  on 
various  types  of  Inserts,  posters,  or  “point 
of  sale”  literature  retained  by  sales  per¬ 
sons.  The  declaration  of  ingredients  must 


appear  such  that  it  is  likely  to  be  seen 
and  read  under  normal  and  customary 
conditions  of  display  for  retail  sale.  The 
final  regulation  permits  a  firmly  affixed 
tag,  tape,  or  card  to  bear  the  ingredient 
declaration  for  small  packages  or  decora¬ 
tive  containn-s. 

4.  Numerous  comments  were  received 
concerning  the  names  of  cosmetic  in¬ 
gredients.  Many  consumers  stressed  the 
importance  of  “common”  names.  Con¬ 
cern  was  expressed  that  various  com- 
p>endia  offer  different  names  for  the  same 
ingredient  and  that  a  labeler  may  choose 
any  one  of  these  names,  with  the  result 
that  the  same  ingredierft  may  be  desig¬ 
nated  by  different  names  on  the  labels  of 
various  cosmetics.  A  desire  for  imiform- 
ity  in  the  naming  of  ingredients  was 
expressed. 

Confusion  does  exist  because  various 
cosmetic  Ingredients  have  more  than  one 
correct  name,  including  common  names, 
scientific  names,  and  synonyms.  It  is  de¬ 
sirable  to  have  an  ingredient  declared 
by  one  name.  The  Commissioner  has  en¬ 
couraged  the  establishment  of  a  com- 
pendiiun  or  dictionary  which  could  serve, 
inter  alia,  as  a  standard  reference  for 
determining  the  names  to  be  used  for 
label  declaration  of  such  ingredients, 
and  the  Cosmetic,  Toiletry  and  Fra¬ 
grance  Association,  Inc.,  1625  Eye  Street 
NW..  Washington,  D.C.  20006,  has  de¬ 
veloped  such  a  dictionary  (CTFA  Cos¬ 
metic  Ingredient  Dictionary).  The  dic¬ 
tionary,  in  large  part,  retains  those 
names  which  are  the  common  or  usual 
name  and/or  those  names  specified  in 
official  or  recognized  compendia  such  as 
the  United  States  Pharmacopeia,  Na¬ 
tional  Formulary.  Food  Chemicals  Co¬ 
dex,  or  United  States  Adopted  Names. 
TTie  dictionary  also  attempts  to  translate 
trade  names  which  would  not  ordinarily 
be  meaningful  to  consumers  into  imi- 
form  and  more  commonly  understood 
names.  Accordingly,  the  final  regulation 
recognizes  the  CTFA  Cosmetic  Ingredi¬ 
ent  Dlctimiary  as  the  controlling  com¬ 
pendium  to  be  consulted  in  determining 
the  name  to  be  used  in  label  declaration 
of  a  cosmetic  Ingredient.  In  the  absence 
of  an  applicable  entry  in  the  CTFA  Dic¬ 
tionary,  other  recognized  compendia, 
listed  in  the  regulation,  will  control. 

The  final  regulation  also  provides  for 
the  establishment  by  regulation  of  the 
name  to  be  used  for  label  declaration  of 
a  cosmetic  ingredient.  Where  such  a  reg¬ 
ulation  Is  promulgated,  it  would,  of 
course,  be  controlling.  However,  the 
Commissioner  anticipates  that  this  pro¬ 
cedure  will  only  infrequently  be  needed, 
e.g.,  where  an  Ingredient  does  not  appear 
in  any  compendia  and  there  is  no  name 
consistently  used  for  the  substance,  or  if 
the  name  appearing  in  a  compendium 
should  be  misleading. 

5.  Some  comments  expressed  concern 
that  consumers  will  not  imderstand  in¬ 
gredient  names  or  will  not  appreciate 
the  significance  of  the  ingredients. 

The  Commissioner  recognizes  that 
many  consumers  may  initially  be  imfa- 
mlllar  with  certain  cosmetic  ingredients, 
but  concludes  that  increasing  familiarity 
will  be  acquired.  Certain  ingredients 
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have  become  known  to  consumers  who, 
for  example,  are  aware  of  their  sensitiv¬ 
ity  to  specific  substances  and  who  will 
quickly  learn  to  utilize  the  ingredient 
statement.  Ingredient  labeling  will  have 
to  be  accompanied  by  the  acquisition  of 
additional  information  by  consumers  if 
they  are  to  be  fully  informed.  Ingredient 
labeling  will,  however,  directly  provide 
some  of  the  necessary  information  and 
should  help  to  motivate  consumers  to 
acquire  the  necessary  additional  infor¬ 
mation. 

6.  Several  objections  to  the  minimum 
type  size  of  Vio-inch  were  received. 
Comments  in  general  stated  that  con¬ 
spicuousness,  not  type  size,  should  be 
the  only  requirement.  Other  comments 
pointed  out  the  type  size  difficulties  in¬ 
volving  small  labels. 

The  Commissioner  concludes  that- the 
final  regulation  should  retain  the  Vie- 
inch  minimum  type  size  requirement, 
which  simply  defines  the  type  size  re¬ 
quired  to  achieve  the  necessary  promi¬ 
nence.  While  prominence  and  conspicu¬ 
ousness  does  not  depend  solely  on  type 
size,  it  is  one  important  factor.  The  Com¬ 
missioner  recognizes  that  certain  pack¬ 
ages  may  be  too  small  to  bear  ingredient 
listings  in  Vio-inch  type,  but  §  1.205(b) 
(21  cm  1.205)  provides  for  the  declara¬ 
tion  to  appear  on  a  firmly  affixed  tag, 
tape,  or  card,  in  the  absence  of  sufficient 
space  on  the  package.  In  exceptional  sit¬ 
uations  where  it  is  not  practical  to  affix 
a  tag,  tape,  or  card  to  a  small  package, 
the  Commissioner  may  establish  by  reg¬ 
ulation  an  acceptable  alternative  (e.g.,  a 
smaller  type  size) . 

7.  Three  comments  contended  that  the 
proposal,  by  requiring  a  list  of  ingre¬ 
dients  in  descending  order,  does  not  take 
other  factors  of  quality  into  account. 
These  comments  generally  contend  that 
a  product’s  value  cannot  be  judged  solely 
on  an  ingredient  comparison  basis. 

The  Commissioner  agrees  that  charac¬ 
teristics  other  than  the  presence  or  ab¬ 
sence  of  a  particular  ingredient  im- 
doubtedly  influence  the  value  or  con¬ 
sumer  acceptability  of  a  particular  prod¬ 
uct.  The  listing  of  ingredients,  however, 
will  not  detract  from  any  present  means 
by  which  over-all  value  or  acceptability 
is  judged.  It  will  simply  make  new  in¬ 
formation  available  to  the  consumer  in 
addition  to  any  criteria  of  acceptability 
presently  used. 

8.  Numerous  comments  were  received 
concerning  the  method  of  declaring 
flavor,  fragrance,  and  color.  Seventeen 
consumers,  one  government  agency,  and 
four  consumer  groups  were  in  favor  of 
listing  flavors  and  fragrances  by  specific 
name.  Thirty-five  consumers,  one  gov¬ 
ernment  agency,  and  six  consumer 
groups  were  in  favor  of  listing  colors  by 
specific  name.  One  comment  argued  that 
while  generic  listing  of  fragrance  and 
flavor  was  justifiable  due  to  the  large 
number  of  ingredients  possible,  declara¬ 
tion  of  color  ingredients  by  name  would 
be  practical  and  should  be  required. 

The  Commissioner  concludes  that  the 
listing  of  all  ingredients  of  fragrances 
and  flavors,  each  fragrance  and  fiavor 
perhaps  containing  twenty  or  more  in¬ 


gredients,  would  be  Impractical  and 
could  distract  from  the  listing  of  other, 
more  significant  ingredients.  However, 
the  Commissioner  concludes  that  it  would 
not  be  impractical  to  declare  colors  by 
name,  and  accordingly  the  final  regula¬ 
tion  does  not  exempt  colors  from  declara¬ 
tion.  Where  the  identity  of  a  color  is  a 
trade  secret,  it  may  be  exempted  from 
declaration  as  discussed  in  i>aragraph  2, 
above.  Colors  will  be  declared  by  their 
common  or  usual  names  as  designated  in 
Pood  and  Drug  Administration  regula¬ 
tions  set  out  in  21  CFR  Parts  8  and  9 
(e.g.,  “PD&C  Red  No.  40”) . 

9.  'The  following  related  comments  and 
requests  for  clarification  were  received: 

a.  Should  solvents  such  as  water  be 
listed  in  descending  order  or  is  it  suffi¬ 
cient  to  state  the  solvent  separately  (e.g., 
“in  an  aqueous  solution”)  ? 

b.  Should  a  propellant  in  an  aerosol 
container  be  listed  as  an  ingredient? 

c.  One  comment  suggested  that  a  sub¬ 
stance  added  during  manufacturing  in 
amounts  of  less  than  1/lOth  of  1  percent 
solely  for  adjustment  of  some  character¬ 
istic  such  as  viscosity  or  pH  need  not  be 
included  in  the  declaration  of  ingre¬ 
dients.  Another  comment  asserted  that 
such  substances  would  necessarily  vary 
from  batch  to  batch  and  it  would  be  dif¬ 
ficult  or  impossible  to  list  them  in  the 
order  in  which  they  appear  in  the  fin¬ 
ished  product,  or  even  to  know  if 
the  substance  appears  in  the  finished 
product. 

The  Commissioner  advises  that  water, 
other  solvents,  and  propellants  shall  be 
listed  by  name  (“water,”  etc.)  in  their 
order  of  decreasing  predominance  just 
as  any  other  ingredient. 

The  Commissioner  concludes  that  no 
comments  contained  sufficient  evidence 
to  support  a  blanket  exemption  for  ingre¬ 
dients  added  at  a  minimal  level  for  a 
technical  or  functional  effect  during 
processing.  Regarding  quantitative  vari¬ 
ations  in  formula,  the  Commissioner  ad¬ 
vises  that  the  ingredient  statement  must 
list  ingrredients  in  order  of  decreasing 
predominance  within  the  limits  of  ac¬ 
curacy  permitted  by  good  manufacturing 
practice. 

The  Commissioner  invites  petitions 
proposing,  as  an  amendment  to  §  1.205, 
provisions  for  the  exemption  from  label 
declaration  of  incidental  ingredients 
present  in  cosmetic  products  in  insignifi¬ 
cant  amounts.  The  Commissioner  sug¬ 
gests  that  any  such  petitioner  consider 
the  analogous  food  labeling  exemptions 
at  §  1.10(a)  (3)  of  this  chapter,  which 
were  promulgated  in  the  Federal  Regis¬ 
ter  of  August  2,  1973  (38  FR  20704) .  Any 
proposals  stating  adequate  grounds  in 
support  will  be  published  for  comment  in 
the  Federal  Register  and  receive  prompt 
Agency  action. 

10.  One  firm  requested  that  exceptions 
to  a  complete  listing  of  ingredients  be 
made  in  the  case  of  “specialty  blends” 
such  as  absorption  bases,  shampoo  con¬ 
centrates,  herbal  extracts,  emulsifier 
bases,  etc.  The  firm  argued  that  these 
blends,  listed  in  the  ingredient  statement 
by  trade  name  or  other  designated  name 
and  defined  in  the  CTFA  Dictionary, 


would  provide  for  satisfactory  labeling 
while  retaining  industrial  trade  secrets. 

The  Commissioner  concludes  that  an 
ingredient  listing  consisting  in  whole  or 
in  part  of  various  “bases”  would  be  vir¬ 
tually  meaningless  to  the  consumer  and 
would  defeat  the  purpose  of  the  proposed 
regulation.  The  consumer  could  not  rea¬ 
sonably  be  expected  to  know  that  com¬ 
position  of  various  “bases”  and  could 
not,  therefore,  avoid  a  particular  ingre¬ 
dient  to  which  he  is  allergic,  for  example, 
or  make  a  value  comparison  between  two 
or  more  competing  products  containing 
different  “bases”. 

11.  Many  of  the  comments  from  indus¬ 
try  expressed  concern  and  made  sugges¬ 
tions  regarding  the  effective  date.  Sug¬ 
gestions  ranged  from  eighteen  mmiths  to 
an  indefinite  time  dependent  upon  the 
depletion  of  existing  stocks  of  labels. 

The  Commissioner  concludes  that  all 
cosmetic  labeling  ordered  after  March  31, 
1974,  and  all  cosmetic  products  labeled 
after  March  31,  1975,  shall  comply  with 
this  regrulation.  This  will,  within  reasai- 
able  limits,  allow  industry  time  to  ex¬ 
haust  current  inventories,  redesign  la¬ 
beling,  and  obtain  new  labeling. 

Therefore,  pursuant  to  provisions  of 
the  Fair  Packaging  and  Labeling  Act 
(secs.  5(c),  6(a).  80  Stat.  1298,  1299; 
15  U.S.C.  1454,  1455)  and  the  Federal 
Food,  Drug,  and  Cosmetic  Act  (sec.  701 
(e),  52  Stat.  1055-1056,  as  amended;  21 
U.S.C.  371(e) ),  and  imder  authority  del¬ 
egated  to  the  Commissioner  (21  CFR 
2.120),  Part  1  is  amended  by  adding  the 
following  new  section: 

§  1.205  Cosmetic.<i ;  labeling  require¬ 
ments;  designation  of  ingredients. 

(a)  The  label  on  each  package  of  a 
cosmetic  shall  bear  a  declaration  of  the 
name  of  each  ingredient  in  descending 
order  of  predominance,  except  that  fra¬ 
grance  or  fiavor,  may  be  listed  as  fra¬ 
grance  or  fiavor.  An  ingredient  which  is 
both  fragrance  and  fiavor  shall  be  desig¬ 
nated  by  each  of  the  functions  it  per¬ 
forms  unless  such  ingredient  is  identified 
by  name.  No  ingredient  may  be  desig¬ 
nated  as  fragrance  or  fiavor  unless  it  is 
within  the  meaning  of  such  term  as  com¬ 
monly  vmderstood  by  consumers.  Where 
one  or  more  ingredients  is  accepted  by 
the  Food  and  Drug  Administration  as 
exempt  frcwn  public  disclosure  pursuant 
to  the  procedure  established  in  §  172.9 
(a)  of  this  chapter,  in  lieu  of  label  decla¬ 
ration  of  identity  the  phrase  “and  other 
ingredients”  may  be  used  at  the  end  of 
the  ingredient  declaration. 

(b)  The  declaration  of  ingredients 
shall  appear  with  such  prominence  and 
conspicuousness  as  to  render  it  likely  to 
be  read  and  understood  by  ordinary  indi¬ 
viduals  under  normal  ccxiditions  of  pur¬ 
chase.  The  declaration  shall  appear  on 
any  appropriate  information  panel  in 
letters  not  less  than  Vm  of  an  inch  in 
height  and  without  obscuring  design,  vi¬ 
gnettes,  or  crowding.  In  the  absence  of 
sufficient  space  for  such  declaration  on 
the  package,  or  where  the  manufacturer 
or  distributor  wishes  to  use  a  decorative 
container,  the  declaration  may  appear 
on  a  firmly  affixed  tag,  tape,  or  card.  In 
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those  cases  where  there  is  insuflQcient 
space  for  such  declaration  on  the  i>ack- 
age,  and  it  is  not  ixactical  to  firmly  affix 
a  tag,  tape,  or  card,  the  Conunissimer 
may  estaUish  by  regulatlcm  an  accept¬ 
able  alternate  (e.g.,  a  smaller  type 
size) .  A  petition  requesting  such  a  regu¬ 
lation  as  an  amendment  to  this  para¬ 
graph  shall  be  submitted  to  the  Hearing 
Clerk  in  the  form  established  in  §  2.65 
of  this  chapter. 

(c)  A  cosmetic  ingredient  shall  be 
identified  in  the  declaration  of  ingredi¬ 
ents  by: 

( 1 )  The  name  established  by  the  Com¬ 
missioner  for  that  ingredient  for  the 
purpose  of  cosmetic  ingredient  labeling, 
pursuant  to  paragraph  (e)  of  this  sec¬ 
tion: 

(2)  In  the  absence  of  such  name,  the 
name  adopted  for  that  ingredient  in  the 
following  editions  and  supplements  of 
the  following  compendia,  listed  in  order 
as  the  source  to  be  utilized: 

(i)  CTFA  (Cosmetic,  Toiletry  and  Fra¬ 
grance  Association,  Inc.)  Cosmetic  In¬ 
gredient  Dictionary,  First  Ed.,  1973.’ 

(ii)  United  States  Pharmacopeia,  18th 
Ed.,  1970.* 

(•iii)  National  Formulary,  13th  Ed., 
1970.* 

(iv)  Food  Chemicals  Codex,  Second 
Ed.,  1972.* 

(V)  United  States  Adopted  Names, 
(USAN  10)  and  the  USP  Dictionary  of 
Drug  Names,  1961-1971  cumulative  list, 
and  1973  Supplement.* 

(3)  In  the  absence  of  such  a  listing, 
the  name  generally  recognized  by  con¬ 
sumers. 

(4)  In  the  absence  of  any  of  the  above, 
the  chemical  or  other  technical  name  or 
description. 

(d)  Where  a  cosmetic  product  is  also  a 
drug,  the  declaration  shall  first  declare 
the  active  drug  ingredients  as  required 
under  section  502(e)  of  the  Federal  Food, 
Drug,  and  Cosmetic  Act,  and  shall  then 
declare  the  cosmetic  ingredients. 

(e)  Interested  persons  may  submit  a 
petition  requesting  the  establishment  of 
a  specific  name  for  a  cosmetic  ingredient. 
Any  such  petition  shall  include  a  factual 
basis  adequate  to  support  the  petition, 
shall  be  in  the  form  set  forth  in  §  2.65 
of  this  chapter,  and  will  be  published  in 
the  Federal  Register  for  comment  if  it 
contains  reasonable  grounds.  The  Cam- 
missioner  may  also  propose  such  a  name 
on  his  own  initiative. 

Any  person  who  will  be  adversely  af¬ 
fected  by  the  foregoing  order  may  at  any 
time  on  or  before  November  16,  1973  file 
with  the  Hearmg  C2erk,  Food  and  Drug 


>  C<^ies  may  be  obtained  from:  The  Cos¬ 
metic,  Toiletry  and  Fragrance  Association, 
Inc.,  1625  Eye  Street  NW.,  Washington,  D.C. 
20006. 

*  United  States  Pharmacopeial  Convention, 
Inc.,  12601  TwlnbrooR  Parkway,  Rockville, 
MD  20852. 

*  American  Pharmaceutical  Association, 
2215  Constitution  Avenue  NW.,  Washington, 
D  C.  20037. 

*Navionsl  Academy  of  Sciences,  2101  Con¬ 
stitution  Avenue  NW,  Washington,  D.C. 
20037. 


Administration,  Rm.  6-86,  5600  Fishers 
Lane,  Rockville,  MD  20852,  written  ob¬ 
jections  thereto.  Objections  shall  show 
wherein  the  person  filing  will  be  ad¬ 
versely  affected  by  the  order,  specify  with 
particularity  the  provisions  of  the  order 
deemed  objectionable,  and  state  the 
grounds  for  objections.  If  a  hearing  is 
requested,  the  objections  shall  state  the 
issues  for  the  hearing,  shall  be  supported 
by  grounds  factually  and  legally  suffi¬ 
cient  to  justify  the  relief  sought,  and 
shall  include  a  detailed  description  and 
analysis  of  the  factual  information  in¬ 
tended  to  be  presented  in  support  of  the 
objections  in  the  event  that  a  hearing  is 
held.  Objections  may  be  accompanied  by 
a  memorandum  or  brief  in  support  there¬ 
of.  Six  copies  of  all  documents  shall  be 
filed.  Received  objections  may  be  seen 
in  the  above  office  during  working  hours, 
Monday  tlirough  Friday^ 

Effective  date.  All  cosmetic  labeling  or¬ 
dered  after  March  31,  1974,  and  all  cos¬ 
metic  products  labeled  after  March  31, 
1975,  shall  comply  with  this  regulation. 

(Secs.  5  (c) ,  6(a) ,  80  Stat.  1298,  1299;  15  U.S.C. 
1454,  1455,  and  Sec.  701(e),  52  Stat.  1054- 
1056,  as  amended;  21  U.S.C.  371  (e) .) 

Dated  October  9,  1973. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

Note. — Incorporation  by  reference  provi¬ 
sions  approved  by  the  Director  of  the  Federal 
Register  October  10,  1973. 

[FR  Doc.73-21920  Piled  10-12-73:8:45  am] 


SUBCHAPTER  D — COSMETICS 

PART  174 — VOLUNTARY  FILING  OF 

COSMETIC  PRODUCT  EXPERIENCES 

In  the  Federal  Register  of  Novem¬ 
ber  2,  1972  (37  FR  23344)  a  notice  of  pro¬ 
posed  rulemaking  to  establish  a  pr<x:e- 
dure  for  the  voluntary  filing  of  cosmetic 
product  experience  was  published  by  the 
Commissioner  of  Food  and  Drugs.  Hie 
notice  included  the  text  of  regulations 
suggested  in  a  petiticm  filed  by  the  Cos¬ 
metic,  Toiletry,  and  Fragrance  Associa¬ 
tion,  Inc.  (CTTPA),  1625  Eye  Street  NW., 
Washington,  D.C.  20006,  as  well  as  regu- 
laticxis  proposed  by  the  Commissioner. 

Comments  were  received  from  a  mem¬ 
ber  of  Congress,  four  individual  consum¬ 
ers,  one  medical  association,  representa¬ 
tives  of  two  public  interest  groups,  one 
member  of  industry,  one  industry  asso¬ 
ciation  (the  petitioner),  and  a  city 
official. 

The  consumers,  in  general,  either  pre¬ 
ferred  the  PDA  proposal  over  that  of  the 
industry  association,  requested  that  the 
regulaticHis  be  made  mandatory,  or  both. 
A  general  preference  for  the  FDA  pro¬ 
posal  was  also  voiced  by  the  member  of 
Congress,  the  two  public  interest  groups, 
and  the  medical  ass(x;iation.  On  the  other 
hand,  both  the  industry  member  and  the 
petitioner  strongly  opposed  specific  parts 
of  the  Commissioner’s  proposal.  The 
petitioner  stated  that  if  the  Commis¬ 
sioner’s  pn^xisal  were  to  be  adc^ited  even 
the  most  responsible  companies  would  be 
discouraged  frwn  participating  and  the 


CTFA  could  not  realistically  recommend 
participatlcxi  in  such  a  program. 

'The  points  raised  and  the  Commission¬ 
er’s  respKinses  are  as  follows: 

1.  A  number  of  comments  agreed  with 
the  FDA  proposal  that  all  complaints 
alleging  bodily  injury  received  by  a  man¬ 
ufacturer,  packer,  or  distributor  should 
be  submitted  to  the  Pood  and  Drug  Ad¬ 
ministration.  The  petitioner  opposed  the 
request  for  the  submission  of  all  com¬ 
plaints  and  suggested  that  provision  be 
made  for  a  manufacturer,  packer,  or 
distributor  to  use  a  screening  procedure 
for  determining  reportable  experiences 
and  in  the  absence  of  such  a  procedure  to 
submit  all  alleged  Injury  complaints 
received. 

The  Commissioner  of  Food  and  Drugs 
concludes  that  the  submission  of  com¬ 
plaints  that  have  been  screened  by  a 
procedure  appropriately  designed  to 
eliminate  any  imfounded  or  spurious 
complaints  would  be  more  meaningful 
and,  therefore,  adopts  the  suggestion  of 
the  petitioner.  However,  in  order  to  pro¬ 
tect  against  the  use  of  screening  pro¬ 
cedures  which  might  eliminate  valid  ex¬ 
perience  reports,  the  regulation  provides 
that  any  procedure  used  to  screen  such 
reports  should  be  filed  with  the  agency 
and  that  it  will  be  subject  to  public  in¬ 
spection.  Furthermore,  the  final  regula¬ 
tion  also  provides  for  audits  by  the  Food 
and  Drug  Administration  to  determine 
whether  the  procedure  actually  being 
followed  complies  with  the  procedure  on 
file.  If  a  firm  wishes  to  participate  in  this 
voluntary  reporting  program,  it  should 
either  use  a  screening  procedure  on  file 
with  the  agency  or  report  all  complaints 
of  alleged  bodily  injury. 

2.  Several  comments  addressed  them¬ 
selves  to  the  proposed  schedules  for  re¬ 
porting  complaints.  Some  argued  for 
prompt  filing  along  with  immediate  veri¬ 
fication  of  complaints.  The  petitioner  ar¬ 
gued  against  the  Commissioner’s  pro¬ 
posal  that  a  report  be  filed  for  all  repiort- 
able  experiences  within  90  days  of  receipt 
of  the  information. 

Upon  further  consideration,  the  Com¬ 
missioner  has  concluded  that  the  filing 
of  routine  reportable  experiences  each 
six  months  is  reasonable.  However,  “un¬ 
usual  reportable  experiences”,  as  defined 
in  the  final  regulation,  are  to  be  filed  by 
a  firm  within  15  working  days  of  their 
receipt. 

3.  Two  comments  suggested  that  the 
Commissioner  establish  an  expert  com¬ 
mittee  to  assist  him  in  evaluating  the  re¬ 
ports  received. 

The  Commissioner  is  of  the  opinion 
that  it  would  be  premature  to  establish 
such  a  committee  in  advance  of  a  demon¬ 
strated  need.  If  at  some  time  after  the 
reporting  program  is  established,  a  need 
for  an  expert  committee  should  arise,  the 
Commissioner  could  then  establish  an 
appropriate  advisory  committee. 

4.  Several  comments  argued  for  a* 
broad  definition  of  “reportable  experi¬ 
ence”.  It  was  asserted  that  any  bodily 
injury  resulting  from  the  accidental  or 
deliberate  misuse  of  a  cosmetic  product 
is  a  valid  reportable  experience.  The  peti¬ 
tioner,  on  the  other  hand,  opposed  the 
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inclusion  of  any  experience  not  in  asso¬ 
ciation  with  the  intended  use  of  a  cos¬ 
metic  product. 

The  Commissioner  is  of  the  opinion 
that  any  information  he  can  obtain  in 
regard  to  injuries  involving  cosmetic 
products,  including  adverse  reactions  re¬ 
sulting  from  the  accidental  or  deliberate 
misuse  of  cosmetic  products,  may  be  of 
use  in  protecting  the  public  health,  and 
therefore  he  has  concluded  that  all  such 
experiences  should  be  considered  report- 
able. 

5.  In  regard  to  the  confidentiality  of 
reported  information,  one  public  interest 
group  representative  supported  the  Com¬ 
missioner’s  proposal  that  all  data  and 
information  submitted  voluntarily  be 
handled  in  accordance  with  the  regula¬ 
tions,  when  published  in  final  form,  ap¬ 
plicable  to  public  disclosure  of  informa¬ 
tion  by  the  Pood  and  Drug  Administra¬ 
tion.  The  proposed  rulemaking  on  this 
subject  appears  in  the  Federal  Register 
of  May  5,  1972  (37  FTl  9128).  Pinal  ref¬ 
lations  should  be  issued  shortly.  CTTPA 
asserted  that  so  much  of  the  information 
required  for  a  meaningful  reporting  sys¬ 
tem  deals  with  “sensitive  information” 
such  as  sales,  injuries  per  unit  of  sales, 
cross  references  to  ingredient  submis¬ 
sions,  and  identification  of  specific  prod¬ 
ucts  that  a  provision  for  confidentiality 
must  be  established  now.  The  petitioner 
also  argued  that  there  is  no  need  to  defer 
action  on  this  provision  pending  publica¬ 
tion  of  the  regulations  being  promulgated 
under  the  Freedom  of  Information  Act, 
as  this  program  is  a  solicitation  for  data 
otherwise  unavailable  to  the  Pood  and 
Drug  Administration,  and  should  be  dealt 
with  wholly  apart  from  any  future  policy 
on  the  handling  of  unsolicited  voluntary 
submissions.  The  member  of  industry 
concurred  with  CTPA  and  stated  that  it 
would  not  participate  without  a  gruaran- 
tee  of  confidentiality. 

The  Commissioner  has  considered 
these  comments  and  has  concluded  that 
the  rules  governing  confidentiality 
granted  to  voluntarily  submitted  data  on 
cosmetic  product  experiences  should  be 
the  same  as  the  rules  governing  con¬ 
fidentiality  for  other  data  submitted  to 
the  agency  on  a  voluntary  basis.  Accord¬ 
ingly,  the  final  order  establishing  §  4.26 
of  this  chapter,  which  will  protect  legiti¬ 
mate  trade  secrets  or  other  confidential 
information,  will  govern  the  confidential¬ 
ity  of  cosmetic  product  experience  data. 

6.  Comments  both  favoring  and  oppos¬ 
ing  the  Commissioner’s  definition  of 
“commercial  distribution”  were  received. 
Those  in  opposition  argued  against  his 
elimination  of  the  $1,000  limitation  pro¬ 
vided  for  in  the  CTPA  proposal,  and  his 
inclusion  of  dealers  as  participants. 

After  further  consideration,  the  Com¬ 
missioner  is  now  of  the  opinion  that  to 
request  injury  reports  for  all  cosmetic 
])roducts  regardless  of  dollar  value  is  un¬ 
necessary  for  this  reporting  program  and 
that  a  $1,000  limitation  should  be  em¬ 
ployed.  F\irther,  he  is  convinced  that  to 
include  dealers  in  the  definition  of  those 
being  requested  to  participate  would  be 
of  limited  value.  The  final  regulation  is 


amended  accordingly.  The  Commissioner 
strongly  iu*ges  all  participants  (manu¬ 
facturers,  packers,  and  distributors)  to 
encourage  dealers  to  inform  them,  the 
Food  and  Drug  Administration,  or  both, 
as  soon  as  any  complaints  are  received 
by  the  dealers.  The  formalized  reporting 
procedure  set  out  in  this  part  should 
not  discourage  any  person,  including  a 
retail  dealer,  from  communicating  di¬ 
rectly  with  the  Food  and  Drug  Admin¬ 
istration  concerning  any  matter  which 
he  wishes  to  bring  to  its  attention. 

7.  A  public  interest  group  requested 
that  the  regulation  require  the  reporting 
of  any  extant  data  on  adverse  human 
experience  with  cosmetic  products  which 
have  been  withdrawn  from  marketing 
for  any  reason. 

The  Commissioner  concludes  that  such 
a  requirement,  relating  to  products  no 
longer  marketed,  might  require  a  bur¬ 
densome  inquiry  into  historical  files  and 
would  not  be  likely  to  produce  sufficient 
data  relevant  to  the  present  market  situ¬ 
ation  to  be  worth  the  risk  of  discouraging 
participation  in  the  program  altogether. 

8.  A  public  interest  group  requested 
that  FDA  obtain  testing  data  on  products 
for  which  complaints  have  been  received. 

The  regulation  provides  that  the  Com¬ 
missioner  may  request  additional  infor¬ 
mation  in  response  to  reports  received. 

9.  One  comment  urged  that  a  partici¬ 
pating  firm  be  permitted  to  declare  the 
fact  of  the  firm’s  participation  in  this 
voluntary  program  on  the  label  of  its 
cosmetic  products. 

In  the  opinion  of  the  Commissioner, 
any  such  labeling  must  be  prohibited 
because  of  its  great  potential  for  mis¬ 
lead  consumers  into  believing  that  the 
cosmetic  product  has  the  approval  of  the 
Food  and  Drug  Administration.  The  reg¬ 
ulation  so  provides. 

10.  Both  the  industry  member  and  the 
(>etitioner  opposed  the  provision  in  the 
FDA  pro[>osal  for  submitting  a  negative 
report  for  each  cosmetic  product  by 
brand  name  for  which  no  reportable  ex¬ 
perience  had  been  received  during  a 
reporting  period. 

The  Commissioner  is  of  the  opinion 
that  statistical  data  obtained  from  the 
submission  of  reportable  experiences  will 
be  meaningful  only  if  the  agency  obtains 
sufficient  information  to  relate  the  num¬ 
ber  of  the  reportable  experiences  in  a 
product  category  to  the  total  number  of 
cosmetic  product  units  sold  in  that  par¬ 
ticular  product  category.  Such  informa¬ 
tion  by  product  categories  can  be  ob¬ 
tained,  however,  without  the  need  for 
filing  a  separate  negative  report  for  each 
product  by  brand  name.  The  regulation 
now  provides  for  the  submission  of  a 
“Summary  Report  of  Cosmetic  Product 
Experience  by  Product  Categories.”  The 
person  submitting  this  report  need  not 
list  products  by  brand  name,  but  only 
the  total  number  of  product  units  in  each 
product  category  estimated  to  have  been 
distributed  to  consumers  during  the  re¬ 
porting  period,  together  with  the  num¬ 
ber  and  rate  of  reportable  experiences 
in  each  category. 


11.  The  petitioner  suggested  that  with 
a  filed  screening  procedure  there  would 
be  only  limited  need  for  a  participating 
firm  to  maintain  complaint  records, 
other  than  representative  examples  of 
reported  and  unreported  complaints,  as 
well  as  the  ratio  of  such  complaints. 

In  the  opinion  of  the  Commissioner, 
a  meaningful  audit  of  any  screening  pro¬ 
gram  will  require  retention  of  each  com¬ 
plaint  and  related  information  for  a 
period  of  at  least  three  years. 

12.  The  industry  association  in  regard 
to  determining  "unusual  reportable  ex¬ 
periences”  objected  to  the  Commission¬ 
er’s  proposal  that  comparisims  be  made 
on  the  basis  of  industry  “norms”  rather 
than,  as  the  petitioner  proposed,  on  the 
basis  of  each  manufacturer’s  experience. 

The  Commissioner  recognizes  that 
imtil  this  program  has  generated  indus¬ 
try-wide  “norms”  over  a  period  of  time, 
a  reporting  firm  will  need  to  rely  on  its 
own  experience,  and  whatever  other  in¬ 
formation  may  be  available  in  determin¬ 
ing  “unusual  reportable  experiences.” 

13.  In  general,  the  petitioner  and  the 
industry  member  charged  that  the  Com¬ 
missioner’s  proposal  would  require  more 
of  the  cosmetic  industry  than  it  does  of 
the  food  and  drug  industries. 

The  Commissioner  does  not  agree.  Ex¬ 
cept  for  color  additives,  which  must  be 
approved  for  safety  by  the  Food  and 
Drug  Administration  prior  to  use  in 
foods,  drugs,  or  cosmetics,  no  compcment 
of  a  cosmetic  is  subject  to  pre-clearance 
for  safety  by  the  agency,  while  new  drugs 
and  food  additives  must  be  approved  by 
the  agency  prior  to  use.  Thus  it  is  only  in 
the  case  of  cosmetics  that  new  ingredi¬ 
ents  may  appear  on  the  market  without 
prior  scrutiny  by  the  agency.  Accord¬ 
ingly,  it  is  reasonable  and  appropriate 
for  the  Commissioner  to  establish  this 
voluntary  program  for  the  reporting  of 
cosmetic  product  experience,  in  the  in¬ 
terest  of  gathering  data  which  will  help 
to  assure  that  the  American  public  re¬ 
ceive  only  safe  cosmetic  products. 

Therefore,  pursuant  to  provisions  of 
the  Federal  Food,  Drug,  and  Cosmetic 
Act  (secs.  601,  602,  701(a),  52  Stat.  1054, 
as  amended,  1055,  21  U.S.C.  361,  362,  371 
(a) )  and  imder  authority  delegated  to 
the  Commissioner  (21  CFR  2.120) :  It  is 
ordered.  That  21  CFR,  Subchapter  D — 
Cosmetics  be  amended  by  adding  a  new 
Part  174  to  read  as  follows; 

Sec. 

174.1  Definitions. 

174.2  Who  should  file. 

174.3  Time  for  filing. 

174.4  How  and  where  to  file. 

174.5  Information  requested. 

174.6  Additions  or  amendments  to  reports. 

174.7  Notification  to  person  submitting 

reports. 

174.8  Confidentiality  of  reports. 

174.9  Misbranding  by  reference  to  filing; 

filing  does  not  constitute  an 
admission. 

Adthoeitt:  (Secs.  601,  602,  710(a),  52  Stat. 
1054,  as  amended,  1055,  21  U.S.C.  361,  362,  371 
(*)). 

§  174.1  befijiitions. 

(a)  “Commercial  distribution”  of  a 
cosmetic  product  means  any  distribution 
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outside  the  establishment  manufactur¬ 
ing  the  product,  whether  for  sale,  to  pro¬ 
mote  future  sales  (including  free  sam¬ 
ples  of  the  product) ,  or  to  gage  consumer 
accei>tance  through  market  testing,  in 
excess  of  $1,000  in  cost  of  goods. 

(b)  “Cosmetic  product”  means  a  fin¬ 
ished  cosmetic,  the  manufacture  of 
which  has  been  completed. 

(c)  “Piled  screening  procedure”  means 
a  procedure  that  is: 

(1)  On  file  with  the  Food  and  Drug 
Administration  and  subject  to  public  in¬ 
spection; 

(2)  Deigned  to  determine  that  there 
is  a  reasonable  basis  for  concluding  that 
an  alleged  injury  did  not  occur  in  con- 
juncti<m  with  the  use  of  the  cosmetic 
product;  and 

(3)  Which  is  subject,  upon  request  by 
the  Food  and  Drug  Administration,  to  an 
audit  conducted  by  the  Pood  and  Drug 
Administration  at  reasonable  times  and, 
where  an  audit  is  conducted,  such  audit 
shows  that  the  procedure  is  consistently 
being  applied  and  that  the  procedure  is 
not  disregarding  reportable  informa¬ 
tion. 

<d)  "Reportable  experience”  means  an 
experience  involving  any  allergic  reac¬ 
tion.  or  other  bodily  injury,  alleged  to  be 
the  result  of  the  use  of  a  cosmetic  prod¬ 
uct  imder  the  conditions  of  use  pre¬ 
scribed  in  the  labeling  of  the  product, 
imder  such  conditions  of  use  as  are  cus¬ 
tomary  or  reasonably  foreseeable  for  the 
product  or  under  conditions  of  misuse, 
that  has  been  reported  to  the  manufac¬ 
turer,  packer,  or  distributor  of  the  prod¬ 
uct  by  the  affected  person  or  any  other 
person  having  factual  knowledge  of  the 
incident,  other  than  an  alleged  experi¬ 
ence  which  has  been  determined  to  be 
unfounded  or  spurious  when  evaluated 
by  a  filed  screening  procedure. 

(e)  “Unusual  reportable  experience” 
means  a  reportable  experience  which  by 
kind,  severity,  or  frequency  of  incidence, 
differs  significantly  from  the  reporting 
firm’s  previous  experience  or  from  the 
norm  reported  for  like  cosmetics  in  the 
same  product  category,  using  the  prod¬ 
uct  categories  set  forth  in  §  172.5(c)  of 
this  chapter. 

(f )  The  definitions  and  interpretations 
contained  in  sections  201,  601,  and  602  of 
the  Federal  Food.  Drug,  and  Cosmetic 
Act  shall  be  applicable  to  such  terms 
when  used  in  the  regulations  in  this 
I>art. 

§  174.2  \tlio  >hould  file. 

Every  porson  who  is  a  manufacturer, 
pocker,  or  distributor  of  a  co«netic  prod¬ 
uct  is  requested  to  file  a  Form  FD-2704 
(Cosmetic  Product  Experience  Repert), 
or  a  Form  FD-2705  (Cosmetic  Product 
Unusual  Experience  Report),  with  re¬ 
spect  to  all  repertable  experiences  and 
imusual  r^ertable  experiences  which 
have  been  repxwled  to  him  concerning 
any  of  his  cosmetic  products  in  commer¬ 
cial  distribution,  regardless  of  whether 
he  is  a  participant  in  the  voluntary  pro¬ 
gram  to  register  cosmetic  product  estab¬ 
lishments  pursuant  to  Part  170  of  this 
chapter,  and  regardless  of  whether  he  is 


a  perticlpMint  in  the  volimtary  program 
to  file  cosmetic  product  Ingredirat  and 
raw  material  c(mip>oslticMi  statements 
pursuant  to  Part  172  of  this  chapter.  In 
addition,  every  pierson  who  is  a  manufac¬ 
turer,  pjacker,  or  distributor  of  a  cos¬ 
metic  product,  whether  or  not  he  has 
received  any  informaticm  concerning  a 
repx>rtable  experience  or  imusual  repwrt- 
able  expjerience  in  regard  to  any  of  his 
cosmetic  products  in  commercial  dis¬ 
tribution,  is  requested  to  file  a  Form 
FD-2706  (Summary  Repxni.  of  Ctosmetic 
Product  Expjerience  by  Product  Cate¬ 
gories)  .  This  request  extends  to  any  for¬ 
eign  manufacturer,  pjacker,  or  distributor 
of  a  cosmetic  product  impjorted  into  any 
State.  No  filing  fee  is  required. 

§174.3  Time  for  filing. 

(a)  Repjor table  expjeriences  should  be 
reported  on  a  semi-annual  basis,  for  the 
pjeriods  January  through  June  and  July 
through  December,  not  later  than  60  days 
after  the  close  of  the  reporting  pjeriod. 

(b)  An  unusual  repjortable  expjerience 
should  be  r^Jorted  immediately  upjon  re¬ 
ceipt  of  the  information,  and  in  any 
event,  within  15  working  days  of  its 
receipt  by  the  manufacturer,  pjacker,  or 
distributor  whether  or  not  a  screening 
procedure  is  completed. 

(c)  A  summary  repjort  of  cosmetic 
product  expjerience  by  product  categories 
should  be  filed  on  a  semi-annual  basis, 
for  the  pjeriods  January  through  June 
and  July  through  December,  not  later 
than  60  days  after  the  close  of  the  re- 
pjorting  pjeriod. 

§  174.4  How  and  where  to  file. 

Form  FD-2704  (Cosmetic  Product  Ex¬ 
perience  Repjort),  Form  FD-2705  (Cos¬ 
metic  Product  Unusual  Expjerience  Re¬ 
pjort)  and  Form  FD-2706  (Summary  Re¬ 
pjort  of  crosmetic  Product  Experience  by 
Product  Categories)  are  obtainable  wi 
request  from  the  Industry  Guidance 
Branch,  Bureau  of  Foods,  Food  and  Drug 
Administration,  Depjartment  of  Health, 
Education,  and  Welfare,  200  C  Street 
SW.,  Washington,  D.C.  20204,  or  from 
any  Food  and  Drug  Administration  dis¬ 
trict  office.  The  completed  form  should 
be  mailed  or  delivered  to:  Ccjsmetic  Prod¬ 
uct  Ejqjerience  Repjort,  Division  of  Cos¬ 
metics  Technology,  Bureau  of  Poods, 
Food  and  Drug  Administration.  Depart¬ 
ment  of  Health,  Education,  and  Welfare, 
200  C  Street  SW.,  Washington,  DC. 
20204.  In  the  case  of  an  imusual  repjort¬ 
able  expjerience,  the  envelopje  should  be 
conspicuously  flagged  “Unusual  Report- 
able  Ebcpjeiience.” 

§174.5  Information  requested. 

(a)  Form  FD-2704  CpiBsmetic  Prod¬ 
uct  Expjerience  Report)  requests  the  fol¬ 
lowing  information: 

(1)  The  name  and  address  (include 
coimtry,  if  other  than  the  United  States) 
including  pjost  office  ZIP  code  of  the  pjer- 
son  (manufacturer,  pjacker,  or  distrib¬ 
utor)  designated  on  the  label  of  the 
coonetic  pjroduct. 

(2)  Time  pjeriod  covered  by  the  repJort. 


(3)  The  complete  name  of  the  cosmetic 
product  exactly  as  it  appears  on  the  label 
of  the  product. 

(4)  The  cosmetic  pjroduct  cat^ory,  as 
set  forth  In  S  172.5(c)  cf  this  chapter  and 
on  the  form,  which  best  describes  the 
product’s  intended  use. 

(5)  Total  number  of  repjortable  ex¬ 
pjeriences  during  this  repjorting  pjeriod, 
brok^  down  to  show  the  number  and 
typje  of  alleged  experiences,  in  accord¬ 
ance  with  the  expjerience  categories 
specified  on  the  form. 

(6)  Total  number  of  product  imits  of 
the  cosmetic  product  estimated  to  have 
been  distributed  to  consumers  during 
this  repjorting  pjeriod. 

(7)  The  rate  of  repjortable  expjeriences 
pjer  million  product  units  estimated  to 
have  been  distributed  to  cmisumers  dur¬ 
ing  this  time  pjeriod,  broken  down  into 
the  typjes  of  alleged  expjerience,  in  ac¬ 
cordance  with  the  expjerience  categories 
spjecified  <wi  the  form. 

(8)  The  cosmetic  product  establish¬ 
ment  registration  number  or  numbers  as¬ 
signed,  imder  §  170.7  of  this  chapter,  to 
the  establishment  or  establishments 
where  the  product  is  manufactured  and 
packaged,  if  known.  Where  the  firm  sub¬ 
mitting  the  repjort  knows  that  the  manu¬ 
facturer  and/or  packer  has  not  filed  a 
registration  statement  pursuant  to  Part 
170  of  thisc  hapter,  it  should  so  indicate. 

(9)  The  cosmetic  product  ingredient 
statement  number  (CPIS  No.)  assigned 
to  the  product  under  §  172.8  of  this  chap¬ 
ter,  if  known.  If  a  number  is  pjending,  but 
has  not  been  assigned,  the  firm  should  so 
indicate.  Where  the  firm  substituting  the 
repJort  knows  that  a  c(jsmetic  product  in¬ 
gredient  statement  pursuant  to  Part  172 
of  this  chapter  has  not  been  filed,  it 
should  so  indicate. 

(10)  Any  additional  evaluation  of  the 
expjeriences  or  other  pjertinent  data  or  in¬ 
formation  as  the  pjerson  filing  wishes  to 
provide  to  assist  the  Pood  and  Drug  Ad¬ 
ministration  in  evaluating  the  repjort. 

(b)  Form  FD-2705  (Cosmetic  Product 
Unusual  Expjerience  Repjort)  requests  the 
following  information : 

(1)  The  name  and  address  (Include 
country,  if  other  than  the  United  States), 
including  post  office  ZIP  code  of  the 
pjerson  (manufacturer,  packer,  or  distrib¬ 
utor)  designated  on  the  label  of  the  cos¬ 
metic  product. 

(2)  The  date(s)  of  occurrence  of  the 
imusual  expjerience(s) .  (If  unknown,  the 
date(s)  when  the  Information  was  re¬ 
ceived  by  the  firm.) 

(3)  The  complete  name  of  the  cosmetic 
product  exactly  as  it  appjears  on  the  label 
of  the  product. 

(4)  The  cosmetic  product  category,  as 
'set  forth  in  §  172.5(c)  of  this  chapter  and 
on  the  form,  which  best  describes  the 
product’s  intended  use. 

(5)  The  typje  of  alleged  experience(s) 
and  the  anatomical  slte(s)  of  the  alleged 
expjerience(s)  in  accordance  with  cate¬ 
gories  spjecified  on  the  form. 

(6)  The  cosmetic  product  establish¬ 
ment  registration  number  or  numbers 
assigned,  imder  S  170.7  of  this  chapter,  to 
the  establishment  or  establishments 
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where  the  product  is  manufactured  and 
packaged,  if  known.  Where  the  firm  sub¬ 
mitting  the  report  knows  that  the  manu¬ 
facturer  and/or  packer  has  not  filed  a 
registration  statement  piirsuant  to  Part 
170  of  this  chapter,  it  should  so  indicate. 

(7)  The  cosmetic  product  ingredient 
statement  number  (CPIS  No.)  assigned 
to  the  product  under  §  172.8  of  this  chap¬ 
ter,  if  known.  If  a  number  is  pending, 
but  has  not  been  assigned,  the  firm 
should  so  indicate.  Where  the  firm  sub¬ 
mitting  the  report  knows  that  a  cosmetic 
product  ingredient  statement  pursuant 
to  Part  172  of  this  chapter  has  not  been 
filed,  it  should  so  indicate. 

(8)  Any  additional  evaluation  of  the 
experiences  or  other  pertinent  data  or 
Information  as  the  person  filing  wishes 
to  provide  to  assist  the  Food  and  Drug 
Administration  in  evaluating  the  repcx't. 

(c)  Form  FD-2706  (Summary  Report 
of  Cosmetic  Product  Experience  by  Prod¬ 
uct  Categories)  requests  the  following 
information: 

(1)  The  name  and  address  (include 
country,  if  other  than  the  United  States) , 
Including  post  office  ZIP  code  of  the  per¬ 
son  (manufactxu-er,  packer,  or  distrib¬ 
utor)  designated  on  the  label  of  the 
cosmetic  products. 

(2)  Time  period  covered  by  the  report. 

(3)  Total  number  of  product  units 
within  each  product  category,  as  set 
forth  in  §  172.5(c)  of  this  chapter  and 
on  the  form,  estimated  to  have  been  dis¬ 
tributed  to  consumers  during  this  report¬ 
ing  period. 

(4)  Total  number'  of  reportable  ex¬ 
periences  within  each  product  category 
dmlng  this  reporting  period,  if  any. 

(5)  The  rate  of  reportable  experiences 
per  million  product  units  in  each  product 
category  estimated  to  have  been  dis¬ 
tributed  to  consumers  during  this  time 
I>eiiod. 

(d)  The  person  filing  a  Form  FD-2704 
(Cosmetic  Product  Experience  Report), 
Form  FD-2705  (Cosmetic  Product  Unu¬ 
sual  Experience  Report),  or  Form  FD- 
2706  (Summary  Report  of  Product  Ex¬ 
perience  by  Product  Categories)  should: 


(1)  Provide  the  information  requested 
in  paragraphs  (a),  (b),  and  (c)  of  this 
section,  as  appropriate. 

(2)  Provide  the  screening  procedure 
in  conformance  with  §  174.1(c)  when  a 
screening  procedure  is  used  in  connection 
with  the  reports  requested  by  this  part 
and  is  not  already  on  file  with  the  Pood 
and  Drug  Administration. 

(3)  Provide  the  name,  title,  and  signa¬ 
ture  of  the  individual  authorized  to  sub¬ 
mit  the  report(s),  and  the  name  and 
address  of  the  firm  which  he  represents 
if  it  differs  from  that  provided  in  para¬ 
graph  (a),  (b),  or  (c)  of  this  section. 

(e)  The  information  requested  under 
paragraphs  (a)  and  (b)  should  be  filed 
separately  for  each  cosmetic  product,  ex¬ 
cept  that  a  single  report  may  be  filed 
for  two  or  more  shades,  flavors,  or  fra¬ 
grances  of  a  cosmetic  product  where  only 
the  proportions  of  these  ingredients  are 
varied,  and  such  product  is  covered  by  a 
single  cosmetic  product  ingredient  state¬ 
ment  under  §  172.5(e)  of  this  chapter. 

(f)  On  the  basis  of  a  review  of  indi¬ 
vidual  reports  or  patterns  of  experience 
disclosed  as  a  result  of  a  number  of  re¬ 
ports,  the  Commissioner  of  Food  and 
Drugs  may  request  as  much  additional 
information  from  persons  submitting  re¬ 
ports  as  the  Commissioner  deems  appro¬ 
priate.  For  this  reason,  every  person  par¬ 
ticipating  in  this  program  should  retain 
for  three  years  all  correspondence  and 
records  pertaining  to  alleged  cosmetic 
product  injuries. 

§  174.6  Additions  or  aiiirndments  to 
reporLs. 

# 

Additions  or  amendments  to  any  ex¬ 
perience  report  should  be  submitted  by 
filing  the  appropriate  amended  form  as 
soon  as  the  need  for  such  additions  or 
amendments  becomes  apparent  to  the 
person  submitting  the  original  report. 

§  174.7  Notification  to  person  submit¬ 
ting  reports. 

Anycme  desiring  a  receipt  for  informa¬ 
tion  submitted  should  send  it  by  regis¬ 
tered  mall  requesting  a  return  receipt. 

§  174.8  Confidentiality  of  reports. 

A  notice  of  proposed  rule  making. 
“Public  Information”,  was  published  in 


the  Federal  Register  on  May  5,  1972 
(37  FR  9128).  The  proposal  set  out  in 
detail  the  proposed  rules  applicable  to 
public  disclosure  of  information  by  the 
Food  and  Drug  Administration,  includ¬ 
ing  information  submitted  voluntarily  to 
the  agency.  After  the  order  ruling  on  the 
proposal  is  published  by  the  Commis¬ 
sioner  of  Food  and  Drugs  under  §  4.26 
of  this  chapter,  data  and  information 
submitted  to  the  Food  and  Drug  Admin¬ 
istration  pursuant  to  the  provisions  of 
this  part  will  be  handled  in  accordance 
with  such  order. 

§  174.9  Misbranding  by  reference  to  fil¬ 
ing;  filing  does  not  constitute  an 
admission. 

(a)  The  filing  of  an  experience  report 
does  not  in  any  way  denote  approval  of 
the  firm  or  the  cosmetic  product  by  the 
Food  and  Drug  Administration.  Any  rep¬ 
resentation  in  labeling  or  advertising 
that  creates  an  impression  of  official  ap¬ 
proval  because  of  such  filing  will  be  con¬ 
sidered  misleading. 

(b)  The  filing  of  an  experience  report 
does  not  in  any  way  constitute  an  admis¬ 
sion  by  the  person  filing  the  report  that 
the  alleged  experience  was  the  result  of 
an  ingredient  or  ingredients  in  the  cos¬ 
metic  product,  or  of  any  other  fact. 

Effective  date.  Although  it  is  antici¬ 
pated  that  Form  FD-2704,  Form  FD- 
2705,  and  Form  FD-2706  will  not  be 
available  until  a  date  to  be  announced 
in  the  Federal  Register  in  November 
1973,  the  Commissioner  considers  it  rea¬ 
sonable  that  the  initial  reporting  period 
for  this  program  be  established  as  begin¬ 
ning  July  1,  1973,  and  ending  Decem¬ 
ber  31,  1973,  so  that  the  first  reports  will 
be  received  no  later  than  March  1,  1974. 
In  the  meantime,  those  desiring  these 
forms  may  submit  requests  to  the  Food 
and  Drug  Administration  as  set  forth  in 
S  174.4. 

Dated  October  9, 1973. 

A.  M.  Schmidt, 

Commissioner  of  Food  and  Drugs. 

[FR  Doc.73-21919  FUed  10-12-73;8:46  am] 
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